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Office Action Summary 



Application No. 

10/672,936 



Examiner 

Charanjit 8. Auiakh 



Appllcant(s) 
COTTON ETAL 



Art Unit 

1625 



- ThB MAIUNG DATE of this communlca^an appears on tha eovar shaet wiVt the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 IWONTH{S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION, 

• Bdensions of time may ba available under the provialona of 37 CFR 1.13d(a). In no event, twwever, may a reply ba timely filed 
after SIX (6) M0MTH5 from the ma/IIng date of this communication. 

- If NO period for reply Is spedftdd above, tha maximum statutory partod will apply and wfH expire SIX (6) MONTHS from the mailing date of this communlcaHon. 

- Failune to reply Mjlhln the set or extended period for reply will, by statute, cause the appBcation to become ABANOONEO (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mafibig date of this communfcalionp even if timely filed, may reduce any 
earned patent term atfluatment. See 37 CFR 1 .704(b). 

Status 

1)S Responsive to communjcationfs) filed on 19 May 2006 . 
2a)H This action Is FINAL. 2b)Q Tliis action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayfe, 1935 CD. 1 1 . 453 O.G. 213. 

Disposition of Claims 

4) ISI Cl8im(s) 1 and 2 is/are pending in the application. 

4a) Of the above claim{8) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 1 and 2 is/are rejected. 

7) n Glaim(s) Is/are objected to. 

8) 0 Claim{s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification Is objected to by the Examiner 

10)0 The drawlng(s) filed on is/are: a)n accepted or b)D objected to by the Examiner. 

Applicant may not request that any obJecUon to the drawing(5) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) Including the correction is required If the drawing(B) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fonm PTO-152. 

Priority under 35 U;S.C. § 119 

12)^ Acknowledgment is made of a daim for fbreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
b)U Ail b)D Some * c)^ None of: 

1. D Certified copies of the priority documents have been received. 

2. n Certlfted copies of the priority documents have been received in Application No. 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachmentts) 

1) Q Nolic© of Rofbr^ncea Cited {PTO-eOa) 

2) n Notice of Draflsperson's Patent Drawing Review (PTO-948) 

3) Information Disctosure StatBnrvdnt(s) (PTO-1449 or PTO/SB/OS) 
Paper No(s)/MaU Date 1/12. 5/22/2006 . 



4) □ Interview Summary (PTCM13) 

Paper No(s)/Mail Date. . 

5) □ Notice oflnlbmial Patent AppBcafion {PTO-152) 

6) □other 



Pstsnt and Tr^dBmartc Omca 
PTOL-326 (Rev. 7-05) 



Office Action Summary Part of Paper No./MaII Date 20060807 
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Application/Control Number: 10/672,936 Page 2 

Art Unit: 1625 

DETAILED ACTION 

1. Accordrng to paper filed on May 19, 2006, the applicants have canceled claims 14, 17 
and 18. 

2. Claims 1 and 2 are now pending in tlie application. 

Response to Argwnents 

3. Applicant's arguments filed on May 19, 2006 have been fully considered but they are 
not persuasive regarding statutoiy double patenting. The examiner does not agree with 
the applicants arguments that the scope of instant claims is different than the scope of 
claims 1 and 2 of the cited patent. The Instant claims as well as the claims of the cited 
patent are identical and directed to magnesium salt of S-omeprazole trihydrate. The 
applicants have not provided any evidence to show that the peaks in X-ray 
differactogram of instant claims are different than those of the peaks of the dted patent. 

Conclusion 

4. Rejection of claims 1 and 2 under 35 U.S.C. 101 is maintained for the reasons of 
record. 

5. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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Application/Control Number 10/672,936 



Page 3 



Art Unit: 1625 

extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of ttiis final action. 
6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Charanjit S. Aulakh whose telephone number Is 
(571 )272-0678. The examiner can normally be reached on Monday through Friday, 
8:30 A.M. to 5:00 P.M.. 

If attempts to reach the examiner by teleplx)ne are unsuccessful, the examiner's 
supervisor, Thomas McKenzie can be reached on (571)272-0670. The fax phone 
number for the organization where this application or proceeding Is assigned Is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status infomiation for 
published applications may be obtained from either Private PAIR or Public PAIR, 
Status infomiation for unpublished applications is available through Private PAIR only. 



you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-9197 (toil^ree). If you would lilce assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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273-8300. 



For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 



Charanjit S. Aulal<h 
Primary Examiner 
Art Unit 1625 




FROM WHITE & CASE FAX DEPT. 




(THU) 4. 19' 07 1 5: 32/ST. 15 :25/NO. 4861734571 P 32 



l>KVSB/08AC084>3) 



Updcf H cenxirk todu flto Ad of !«». wpeaoM ■ 



1449/PTO 



INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Ihe u many (beets ai ncccJCiry) 



1 r 



Complete if Known 



Application Kumbcr 



Filing Date 

FiratNamcd InvcptoP 



Art Unit 



Examiner Nanne 



Attonwy Docket Number 1 1103 32M5Q2 CON 



10/672.936 



September 25. 2003 



Hoimo Cotton 



1625 



Charanjtt Aulakh 



U,S, PATENT DOCUMENTS 



Examiner 
Initial/ 



Cite 
No.' 



Document Nuiriber 



Number-Kind Code' 



US6,677>455 



USd.747,IS5 



Publintion Date 
MM'DD-YYYY 



01-13*2004 



06^08-2004 



Name of Patentee 
AppUcant of Cited 
Document 



Kronstrom et al. 



KtOQstrometaL 



Pages, Columns^ Unes, Wlwc 

Retevant Passagea/Fisurcs 
ApEg 



FOREICN PAISNT DOCUMENTS 



MM-DD^YYVY 



Examiner 
bdtials* 



Cite 
No.* 



Foreign Patgit Document 



Couatiy Cbde^'Nmnbef^-KindCodeVJbwwi) 



IN 1344/DEL/98 



Name of Patentee or 
Applicant of Cited 
Document 



Pages; Columns. Lines, 
Where Relevant Paasagea 
Or Relevant Figures Appear 



DE 4 035 455 



Examiner 
Initials* 



Cite 
No. 



Exarmner Signature 



NON PATENT LITERATURE DOCUMENTS 



Inchide name of the author Gn CAPfTAL LETTERSX dUe of die aiticls (when ippioivutB), title of Ihe item (book» imgBiiieb journal, 
icrial,>ympoiiijn, catatog, dcV dale; pa8e(ai volmng^iwie nwiAcKO* publirficr. otyrodfar country wfacr^ pubUyhed 



OppositioD filed by Ranbaxy Laboratories Umited agaiost ladian Patent Application Number 
1344/DELy98 



Opposition filed by Torrent Phannaeeiitic&ls Limhad against Indian Patent implication Number 
1344/DEL98 



X-ray powder difi&action paltem of Mg^sah of S-omeprazole trihydrate depicted by Tomnt obteined 
by method of WO 94/27988 



NDA 21-153/S-Q20 for Nexinni**(emnqmole magnesium) Delayed Release Capsule 



KDA 21-153/21-154 entitled "Medical Rcview(s)" 



Date Considered 



EXAMINER: Initial if Ttfcrence conslderedp whethcT or not eitatioa is in eon£ormance with MPEP 609. Draw line through cit^ion if nof ia confom»nctTid 
not oonsidovd. Include copy of this Ibrm with next commonicattoo Co applicant ^Applicant's imique citation designation numtier (optionsQ. ^ Kinds 
<^ ^ Documents at wwwjuspto.gQv or MPEP 901 JM^ %nter Office that issued the documcni, by Hie taro-teticr code (WIPO Standard 

STJ). Tor lapanc$(^ patent docunrients, the IndlcaHon of the year of ilie rdgn oTHk Empert^ must pitecde the serial number of the patem documenL 'Kind of 
documoit by the appropriate symbob as indicated on the docunnent under WDPO Standavd $T.16 if possible. ^Applicant is to pbce a check irvrit here If 
English language Translation is attached. Tlito coneciion of inlbmatfOn is mquifcd by 37 CFR 1 .97 and 1 .9S. The information ia requiit9d to obttfn orielafa a 
benefit by the public which is to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR LI 4. This 
coOeciIon i« estimated to take 2 houn to convtetc. inchjdlng gathering* piviwlng. and submitdns the completed application form to the USPTO. Time will 
vary depauling upon ttie individual case. Any conimcnts on the amount of time you require to complete this form and/or suggestions for reducing this burden, 
should be sent lo the Chief InfonratJon Oftioer, U.S, Patent uid Tradcmait Oflbe. P.Q. Box 1450, Alexandria, VA 223 13>1430. DO NOT SEND FEES OR 
COMPLETED FOilM TO THIS ADDRESS. SEND TO: Cbmndssloncr for Patents, P.O. Boa 14S0« Alexandria* VA 22313-1450. 



NeWY0MCS3S9H9 vl |i20 149.1. D0a<2K> 



i PAGE 32/67 ■ RCVD AT 4/19/2007 3:26:12 PM [Eastem Dayligm Time] * SVR:USPTO-EFXRF-5/20 * DNIS:27383D0 * C8ID:2123548113 * DURATION (mm-ss):12-92 



FROM WHITE & CASE FAX DEPT. 



(THU) 4. 19-07 15:33/ST. 1 5 : 25/NO. 4861 734571 P 33 



PTO/SB/OaA (08*03) 
. OWB MSI^I VJS. rittm md Tndenvi OHlcoi US. OSrASTMENr OFOOMMfiRCB 



Substitute for fonn 1 449/PTO 1 




Complete If Known 


HAY 28 200S ] 


Anplication Number 


10/672.9^ 


INFORMATION DISCL^ 




FilinR Date • 


September 25. 2003 


First Named Inventor 


Hanna Cotton 


STATEMENT BY APPLK 




Art Unit 


1625 


(Um a» Dftay sheets «s necesiary) 




Examiner Name 


Qiar^it Aulakh 


Sheet 1 1 1 1 


t 


AttDfney Docket Nticnber 


1 103329*0502 OON 



U.S. PATENT DOCUMENTS 


Examiner 
lititiAb* 


Cite 
No.' 


Docttment Nuthber 
Number-Kind Codc»«^**-« 


PoMicadoQ Dub 
MM-DD-YYYY 


Name of Patentee 
Applicant of Cited 
Document 


Poges^ Cohimns, Lines, Where 
Relevant PassBgcs/Figurcs 


























FOREIGN PATENT IKKrUMENTS 


Examiner 
Initials' 


Cite 
No.* 


Foreign Patent Document 

CoMtry Code^-NumW-Kind Code Varomt) 


PubUcfttioo Date 
MM-DD-YYYY 


Name of Patentee or 
Applicaot of Cited 
DoGUTivnl 


PageSt Columns. Lines, 
Where Relevant Passages 
Or Relevam Flcurts Appear 






























NON PATENT UTfiRATURE DOCUMENTS 


ExamiiiCT 
Initials* 


ate 

No. 


Include name of Iboautfaor Cm CAPfTAL LETTERSKitfaorite iiticls (when tppropriBteX title oTthe {torn (Mk. msgnioe. journal, 
smaU tyropositmH catalog, etc,), date, v»V^\ voliano-lsniB iiiiiiibei(sX publisher, diy md/or counvy whew published. 


T 






Statement with Exhibits A-C on Behalf of ^ AiipHcatit; AatzaZeneca AB« to flie Oppbsitlon filed 
by Ranbaxy Laboratohes Limited against Indian Patent AppUcatkm Nuihber 1344/DBL/98 








Statement widi Exhibits A-D on Behalf of die AppUeant, AstraZeneea AB, to die Opposidon filed 
by Tonent Phaimaceuticals Limited against Indian Patent Application Niuniber 1344/DEL/98 






















































t{+U^J4i64^ iDsteOmside^d | ^ /(^ 





icoafimnanceand 

^ °' ™' cotnmunication to applicant 'AppHcaat's unique eitatton designatkm number (optkmaD. ^ Kinds 
Goto of USPTO Patent Documents at w>.nv.Hgffto.BPY or MPEP 901.04, 'Enter Office that Issued the document, by die two-letter code (WlPO Stmdnd 
5T.3). to^aejc patent docunicots. the indication of the year of the reign of the Emperor must precede the seria] number of the pateu docummL *|Cmd of 
Oo^ment by the appropnate symbols as indlested on the document under WlPO Staodaid ST,16 if possible. •Applicant is to pbce a check mark here if 
&«l&hlsnjPia8e7^^ This conection of information U required by 37 CFR 1.97 and 1.98. The information h requimJ to obtain orietain a 

benefit by the puMic which « to nic (and by the USPTO to process) an appllcatioo. Coandentiality b governed by 33 U.S.C 122 and 37 CFR M4. This 
^^^^^^^JmH^!"! ^ including gathering, preparing, and aubmittmg the completed application fomi to the USFTO. Time will 

vary i^ending upon Ite individual case. Any eommenu on the amount of time you require to complete thia Ibrm and/or suggestions for mlucing this buixJen. 
22l5t?liSl^LS]f.?5? tafomiation Officer, U.S. Patent and IMemnk Ofllce, P.O. Box 1450. Alexandria. VA 22313^50. DO NOT SEND 
COMPLETED FORM TO THIS ADDRESS. SEND TO: Commlaatonarfcr Patttils, RO. Boa IdSO. Aleaaudrtii. VA 223I3.|4»^ i>tWF£ESOR 



NBVnrOaJCSSSBMS vt {S59BS4}_t.OOCl <2K) 



PAGE 33/67 * RCVD AT 4/19/2007 3:26:12 PIW [Eastern Daylight Time] * SVR:USPTO-EFXRF-5/20 * DNIS:2738300 " CSID:21235481 13 » DURATION <mm-SS):12-52 



